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the benefit of medical supervisior 
much ot 
body 
medical ane 


that 


“Doctors do not know how 


the drug must be taken into the 
to affect 


driving 


driving But 


Safety experts agree 


driver who uses amphetamines to stay 
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Food Additive Control 
in Canada 


By L. |. PUGSLEY 


This Summary—by Dr. Pugsley, of the Food and Drug Directorate, De- 

partment of National Health and Welfare, Ottawa, Canada—ts Reprinted 

from Publication No. 1, Food Additive Control Series of the Food and 

Agriculture Organization of the United Nations (Copyrighted FAO, 1959, 
Printed in Italy) 


i. History 


In Canada, legislation concerned with the control of the ingred 
ients in food was introduced in 1874 when an act, called “The Inland 
Revenue Act,” was passed by the Canadian Parliament. In respect 
to the control of food additives, provision was made to prohibit 
the sale of an article of food containing any injurious or poisonous 
ingredient 

In order to overcome certain deficiencies and to deal more specifi 
cally with foods, the above Act was replaced in 1884 by “The Adul 
teration Act” in which provision was made for declaring an article 
of food adulterated “if it contains any added poisonous ingredient 
or any ingredient which may render an article injurious to the health 
of a person consuming it.” An interesting exemption was made 
through the following clause: “. . . providing that the foregoing def 
nition shall not apply when any matter or ingredient not injurious 


to health has been added to the food because the same is required 
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for the production or preparation thereof as an article of commerce 
in a state fit for carriage or consumption and not fraudulently to 
increase bulk or measure of the food or to conceal the inferior quality 
thereof, provided such articles are distinctly labelled as a mixture 
stating the components of such mixture.” Other sections of this Act 
made it an offense to se!l an adulterated food and authorized the 
Governor-in-Council to exempt certain articles from the Act, prescrib 
ing the limits and variabilities permissible. This legislation contained 
four basic principles concerned with food additives: 

(a) prohibiting the addition of anything to food which may be 
injurious to health, 

(b) providing for tolerances, 

(c) labelling requirements, 

(d) exempting certain ingredients in foods from labelling requir¢ 
ments 

(Apparently the addition of chemicals to foods was practiced 
quite widely at that time, since the records report, among many others 
the presence of iron filings and graphite in tea and the use of lead 


chromate as a pigment in candies. During this period it was the 


practice to conduct surveys of market commodities and to establish 


unofficial standards to be used as guides in the enforcement of the 
Act. This procedure was not wholly satisfactory and the records 
show that the Chief Analyst of the Food and Drugs Laboratory at 
that time made repeated recommendations to the government for 
authority to prescribe definite standards of quality which would be 
enforceable and at the same time allay public fears of the alleged 
widespread adulteration of foods 

The importance of this situation was the subject of discussion 
in Parliament in 1889, especially with reference to milk and cheese 
\s a result the following amendment to The Adulteration Act was 
introduced in 1890, providing authority to prescribe standards of 
quality for foods: “Food shall be deemed to be adulterated within the 
meaning of the Act if its strength or purity falls below the standard 
or its constituents are present in quantity not within the limits of 
variability fixed by the Governor-in-Council as hereinafter provided.” 
In the enactment of this legislation it is seen that another funda 
mental principle of most present-day food and drug legislation was 
introduced, namely, the establishment of standards of quality and 


composition of certain basic foods. Although such legislation has 
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received the criticism that it tends to be restrictive in not providing 


for rapid advances in food technology, it does provide the law enforce 


ment officers with an opportunity to study the changes before recom 
mending provision for the new ingredient, especially as to the 
technological justification in the interests of consumers as well as 
the safety of use. 

Between 1890 and 1900 there was considerable agitation in the 
Canadian press regarding the use of preservatives and coloring matter 
in foods, and a joint committee appointed by the Canadian Manufac 
turers Association and the Society of Chemical Industry approached 
the government to make regulations specifying, under the provision 
of The Adulteration Act, which preservatives might legally be used 
in foods. Bulletin No. 83 (1902), of the Department of Inland 
Revenue, contains an excellent review of the literature by Dr. A 
McGill on the subject of preservatives and coloring matter in foods 
He presented a paper entitled “Legislation Regarding Food Presery 
atives” to a meeting of the British Medical Association in 1905 in 
Toronto, Canada (published in Brit. Med. J., 2, 858-86, 1906). He 
considered that the final conclusions regarding the influence of 
chemical preservatives upon public health must be reached through 
a concerted action of the medical profession. The following recom 
mendations were made in his report to the government, as recorded 
in Bulletin No. 126 (1906) of the Department of Inland Revenue 

(a) The harmlessness of a preservative should be demonstrated 
unequivocally 

(b) The general principle that every new thing must be required 
to show cause for its existence should be applied to the use of 
preservatives in foods. 

(c) The very potency of preservatives, by virtue of which they 
can be employed in small amounts, is a reason for limiting the amounts 
to be used 

(d) Careful study of any new substance offered for trial as a 
preservative should be made since it is not necessary to risk a trial 
with a new preservative in food which shall involve possible injury 
to public health. 

(e) Everything in the nature of a food preservative should be 
illegal for use unless specifically permitted, with due ‘consideration 
to be given to such items as sugar, salt, vinegar, wood smoke and 


alcohol as permissible without limitation. 
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(f) It is a right and a necessity that the presence of a preserva 


tive and its name always be announced on the label 


Following these recommendations a standard was established 
under The Adulteration Act for milk, which prohibited the sale of 
milk after any valuable constituent had been abstracted therefrom 
or if water had been added thereto, or if it was a product of a diseased 
animal or an animal fed unwholesome food. Vinegar also received 
attention at this time and the sale of this product was prohibited 
if any mineral acid or if any soluble salt of copper or lead was added 
thereto. Alcoholic beverages came in for special attention and the 
following list of prohibited substances in such products was estab 
lished in a schedule appended to the Act: Cocculus indicus, sodium 
chloride, copperas, opium, Cayenne pepper, picric acid, Indian hemp 
strychnine, tobacco, darnel seed, logwood extract, salts of zinc, copper 
and lead, alum, methyl alcohol and its derivatives, amyl alcohol, and 
any extract or compounds of any of the above ingredients. The first 
list of substances prohibited for use in foodstuffs was thus established 
under The Adulteration Act 


From 1900 to 1920 the practice of conducting surveys and the 
issuing of orders respecting standards of composition of foodstuffs 
was continued. These orders were based on results obtained in na 
tional surveys and had a certain legal status for use in the courts 
to define a food. However, difficulties were encountered in enforce 
ment and, on 16 June 1920, a new act entitled “The Food and Drugs 
Act” was passed by the Canadian Parliament. This Act contained 
many of the requirements of The Adulteration Act; however, it had 
an additional feature; namely, it provided for authority to be en 
trusted in the Governor-in-Council to make regulations for carrying 


out the provisions of the Act. 


Under this cause regulations were drawn up and, on 13 Decem 
ber 1920, under P. C. 2986, the first set of Regulations were promul 
gated under The Food and Drugs Act. With respect to food additives 
the first set of requirements respecting food colors were established 
The natural colors permitted for use in foods were: caramel, cochi 
neal, saffron, chlorophyll, and innocuous vegetable colors. The follow 
ing list of coal tar dyes, in an amount not exceeding 1 part in 3,500 
of food and with a limitation on the arsenic content of the dye of 


10 parts per million, was established: Amaranth, Ponceau 3R. Ery 


throsine, Orange I, Tartrazine, Naphthol Yellow S, Light Green SF 
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Yellowish, Indigo Carmine bisulphonic acid. These colors were per 
mitted in standardized foods where provision was made for added 
color, in unstandardized foods with label declaration, and where the 
use of such color did not conceal damage or make the article appear 
better or of greater value than it really was. The following foods 
were exempted from label declaration : cheese, ice cream, confectionery 
vinegar, and alcoholic beverages. If a color other than one contained 
in the above list was used it was the responsibility of the manufacturer 
to assure himself of the safety of use of the dye employed. 

These Regulations also made provision for three classes of pre 
servatives 

(a) Those which may be used without label declaration, provided 
that such use does not conflict with any statutory requirement. This 
list included common salt, sugar, saltpetre, wood smoke, vinegar, 


acetic acid, spices, and alcohol. 


(b) Those which may be used with label declaration, with not 
more than one in a specific food and not to exceed the maximum amount 
stated. This list included: boric acid, 1 part in 400 in cream, | part in 
200 in butter; benzoic acid, 1 part in 1,000; salicylic acid, 1 part in 
5,000; sulphurous acid, 1 part in 10,000 in beverages, 1 part in 5,000 
in solid foods; and saccharin, 1 part in 1,500 in beverages and 1 part 


in 700 in solid foods. 


(c) Those which were prohibited for use in foods and this list 
included formaldehyde, &-Naphthol, Abrastol (aspaprol), hydrofluoric 
acid, fluorides, fluoroborates, fluorosilicates, and other fluorine com 


pounds 


In 1924 the Regulations were amended and the following coal 
tar dyes added to the permitted list: Sudan I, Butter Yellow, Yellow 
\B and Yellow OB. In addition, the use of copper compounds in 
coloring fruit and vegetables was prohibited, as well as the coloring 
of meat and meat products. At this time new requirements were 


added respecting the specifications and limitations of the colors 


permitted, namely, that the colors must be from a lot certified by 


acceptable authorities and no color other than those set out in the 
permitted list should be used in foods 

\ revision of the requirements for preservatives was also made 
at this time prohibiting the use of any preservative whatever in milk 


and allowing only those preservatives listed under Class I to foods 
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intended for the use of infants and invalids. The use of saccharin 
was limited to foods prepared for the exclusive use of persons suffer 
ing from disease and preferably under skilled direction. In the revision 
of the Regulations issued as the Office Consolidation of the Regulations 
of the Food and Drugs Act for 1934, Sudan I and Butter Yellow were 
deleted from the permitted list of food colors. Boric acid and salicyli 
acid were deleted from the list of Class II preservatives and added 
to the list of prohibited preservatives under Class II] 

The list of colors and preservatives remained quite stable for the 
next ten years. In 1943 propionates were added to the Class II list 
as mould inhibitors in processed cheese. In 1944, under P. C. 5423, 
the first list of stabilizers or antioxidants for use in processed lard 
was established. This included gum guaiacum, tocopherols, lecithin 
citric acid, tartaric acid, and ascorbic acid in an amount not to exceed 
0.2 percent by weight of the finished product. 


; 


In 1949 a complete revision of the Office Consolidation of the 
Regulations under the Food and Drugs Act was made. In this revision 
definitions were set up for pure dyes, diluents, mixtures, and color 
preparations. The following specific list of the natural colors pet 
mitted in foods was given: cochineal, vegetable colors, vegetable color 
extractives, caramel, and specially purified charcoals and carbon black 
Tolerances for contaminating metals in food colors were established 
at 4 parts per million, As,O,, 10 parts per million Pb, and 100 parts 


per million for heavy metals other than lead, calculated as the total 


of the respective metals. In respeci to the coal tar colors, these were 
limited to a specific list designated on the label as “food color” and 
carrying a lot number for identification; each lot was subject to 
certification by the Food and Drug Director or subject to a certificate 
acceptable to the Director of the Food and Drug Directorate. Specifi 
cations respecting dye content, subsidiary dyes, water soluble and 
solvent extractable matter were established for the following list of 
permitted coal tar dyes: Amaranth, Ponceau 3R, Erythrosine, Ponceau 
SX, Oil Red XO, Orange I, Orange SS, Naphthol Yellow S, Oil 
Yellow AB, Oil Yellow OB, Tartrazine, Sunset Yellow FCF, Light 
Green SF Yellowish, Guinea Green B, Fast Green FCF, Indigotine, 
Brilliant Blue FCF, and Benzyl Violet 4B. 

\t the same time, lists of preservatives, designated as Class I, II, 
III and IV, were established and it became an offense under the 


regulations to sell as a preservative for food any substance other 
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than those designated. Certain foods, e. g., confectionery, wine, bread 
and bakery products were exempted from label declaration. Class | 
preservatives included such substances as common salt, sugar, dextrose, 
glucose, wood smoke, vinegar, spices, and alcohol. No tolerance was 
established for this group. The Class II preservatives included benzoic 
acid (1,000 p.p.m.) and sulphurous acid and its salts: 100 p.p.m. in 
beverages, 2,500 p.p.m. in dried fruit, and 500 p.p.m. in other foods 
The Class III preservatives included the mold inhibitors: propioni 
acid and its salts (2,000 p.p.m.) and sodium diacetate (3,000 p.p.m.) 
The Class IV preservatives included the antioxidants and stabilizers 
gum guaiacum, vegetable oils containing tocopherol, lecithin, citric 
tartaric and ascorbic acids, ascorbyl palmitate, butylated hydroxy 
anisole, propyl gallate, and nordihydroguaiaretic acid. The amount 
of these antioxidants permitted for use in foods was limited to 0.2 
percent singly or in combination, except in the case of propyl gallate 
which was limited to 0.01 percent, butylated hydroxyanisole to 0.02 
percent, and nordihydroguaiaretic acid to 0.005 percent 

In 1953 The Food and Drugs Act of 1927 was completely revised 
to remove certain anomalies and to deal more adequately with the 
various articles under its authority in protecting the public against 
health hazards and fraud in the sale and use of foods, drugs, cosmetics, 
and devices. The revised Regulations and a new Office Consolidation of 
the Act and Regulations were issued in 1954. In respect to the food 
colors no essential changes in requirements were made from those 
outlined in the 1949 Regulations. In 1956 Oil Red XO, Orange I, 
and Orange SS were deleted from the list of permitted colors due to 


reports on their harmful properties. The requirements respecting 


preservatives also remained the same as in 1949. In 1955 sorbic acid 


was added to the Class II and Class III lists of preservatives at 1,000 
p.p.m.; also butylated hydroxytoluene and monoisopropy! citrate were 


added to the Class IV (antioxidants) list of preservatives 


Methods of Establishing and Amending the Food 
and Drugs Act and Regulations 


The Food and Drugs Act in Canada is a federal statute established 
under the constitution of the federal government. It is written as 
criminal law, a subject that under the British North America Act 
was assigned to federal authority. While the Food and Drugs Act has 


not been subjected to frequent judicial scrutiny, its constitutionality 
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was directly challenged in Standard Sausage Company vs Lee 1934, 
I, DLR, 706. In this case the Court of Appeal for the Province of 
British Columbia unanimously found the Act to be constitutionally 
valid as criminal law under Section 91 (27) of the Statutes. Under 
the circumstances, the Act has not been affected by jurisdictional 
differences as between provincial and federal authorities. The pro 
visions of the Act apply to all products, over which if possesses 


authority, sold anywhere in Canada. It does not matter whether 


the foods are imported or of domestic origin or whether they have 


been passed from one province to the other. 


The function and purpose of the Act are to prevent health hazards 
and frauds that could arise in any way through the consumption and 
sale of foods, drugs. cosmetics, and medical devices. The Food and 
Drugs Act is considered as basic legislation setting forth principles 
for the control of foods, drugs, cosmetics, and medical devices 
Amendments and revisions to the Act are made through the introduc 
tion into the House of Commons or Senate, usually by the Minister 
of the Department of National Health and Welfare, of a “bill,” which 
is discussed and accepted (or rejected) by a majority vote of the 
Parliament of Canada as suitable legislation for the statutes 

Provision is made tn The Food and Drug Act for what is termed 
“delegated legislation” or “legislation by regulation.” This type of 
legislation is of special value in such a complex and technical field 
which is subject to frequent change or variation, as is the case with 
foods and drugs. The Act delegates to the Governor-in-Council the 
authority to make regulations respecting the control of the manufac 
ture and sale of foods and drugs in Canada in so far as this may be 
necessary for the protection of public health and the prevention of 
deceptive and dishonest practices. Regulations so made under the 
authority of the Act have the same force and effect as if embodied in 


the Act. 


\mendments or revisions of the Regulations under The Food and 
Drugs Act originate as circumstances require, sometimes following 
a request from an organized group of industry or from a professional 
association or a representation from consumer groups or from the 
Food and Drug Directorate. While the law does not require it, it has 
been the practice for many years to consult industrial trade associa 
tions or professional associations about any regulation which will or 


may affect their business. In this way the administrators and scien 
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tists of the Directorate obtain much helpful and useful information 


that provides a more secure basis for new or revised requirements 
The preparation and drafting of amendments to and revisions 


of the Regulations are carried out by the officers of the Food and 
Drug Directorate in collaboration with the Legal Division of the De 


partment of National Health and Welfare. The draft legislation is 


referred to the Department of Justice for scrutiny as to authority and 
constitutionality \fter these preliminary reviews the matter is re 
ferred to the Minister of the Department of National Health and 
Welfare for his consideration and concurrence, followed by presenta 
tion to the Cabinet. Thus, the Minister of the Department of National 
Health and Welfare accepts the responsibility in the Cabinet for the 
regulation proposed, and since all regulations must be laid before 
Parliament as soon as they are made, the Minister as a member of 
Parliament must answer to this body for such regulations as are en 
acted. Moreover, the Minister, being a member of Parliament, is 
answerable to the electorate. Thus, many safeguards are attached to 
the making and administration of regulations which remove, or at least 
diminish, any suggestion of bureaucracy on the part of the Directorate 
All regulations under The Food and Drugs Act are published in the 
official publication of the government, The Canada Gazett« 


In respect to additions to the permitted list of food additives, the 
Directorate frequently calls upon university research groups and 
other departments of the government for advice and comments re 
specting the need and technological justification of new additives. It 
is considered to be the responsibility of industry to provide data and 
information on the specifications, methods of control, need and safety 
of use of any new additive. Where tolerances are deemed necessary, 
these are established, in consultation with industry, at levels which are 
practical for use and at the same time provide ample margin of safety 


for the consumer! 


lll. Methods of Control 


The Food and Drug Directorate is an organization within the 
Department of National Health and Welfare responsible for the 
administration and enforcement of The Food and Drugs Act and 
Regulations made thereunder. The following chart shows the levels 
of administrative responsibility in the control of food and drugs in 


Canada. 





PAGE 496 FOOD DRUG COSMETIC LAW JOURNAL—AUGUsST, 1960 


Minister 


Department of National Health and Welfare 
Deputy Minister 


Director 
Food and Drug Directorate 


| 
Assistant Director 
Associate Director Assistant Director — 2 ' , 
Inspection and rional 


~ Directors 
Program Planning Scientific Services We 
Enforcement 


The Director of the Food and Drug Directorate, with the assist 


ance and advice of the Associate Director of Program Planning 
together with the Assistant Director of Scientific Services, Inspection 
and Enforcement Services and the Directors of the five regions of 
Canada, formulates recommendations with respect to the operations 
and policy of the Directorate for the Deputy Minister of the Depart 
ment of National Health and Welfare, who in turn advises the Min 
ister of the Department on all matters relating to policy 


In formulating recommendations on a program of control of 


additives in foods the administrative groups of the Directorate are 


guided by the following principles consistent with the funds and stafl 


allotted to the Directorate each year by the government for the opera 
tion of The Food and Drugs Act. Activities involving a hazard to 
health are given the highest priority, followed by hygienic violations 
related to the presence of filth, decomposition of foods and insanitary 
conditions, while activities concerned with fraud, cheats, and other 
Within these three 


economic violations are given third consideration. 
broad classifications records are maintained of the man hours devoted 
to each by the laboratories and inspection staff, and estimates are 
made of the man hours to be devoted to these activities each year 
The program of the research laboratories is also governed by these 
factors in the development of methods and enforcement activities 
The headquarters of the Directorate, with the administrative 


Within the 


administrative offices there are units concerned with inspection 


offices and research laboratories, are located at Ottawa. 


enforcement, labelling and advertising, as well as a medical section, 


a consumers relation section, and a business operation unit. The 
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research laboratories are divided into the following 11 sections, a 


scientist specializing in the particular field of work being at the head 


of each: 

Alcoholic Beverages and Cosmetics 

Biometrics 

Biophysics 

Food Chemistry 

Microbiology 

Nutrition and Vitamins 

Organic Chemistry 

Pathology 

Pharmacology 

Pharmaceutical Chemistry 

Physiology 

For the purpose of administering The Food and Drugs Act and 
Regulations, Canada is divided into five regions, with four to six 
district offices within each region, as shown in Table 1 

Since the ingestion of most of the chemicals used or proposed 
for use in foods may involve some hazard to health, high priority is 
given to the program of work of the Directorate in the field of food 
additives, both in the research laboratories and regulatory and enforce 
ment activities. It is considered that this is a field of activity where 
the consumer should receive the full protection of the Act and Regula 
tions. In the majority of cases the consumer is unable to protect him 
self since he has not the necessary facilities or scientific background 
to do so 


IV. Methods of Sampling and Analysis 


The Food and Drugs Act and Regulations state certain principles 
to be adhered to in the procurement of samples. Authority is pro 
vided in Section 21 of the Act for an inspector of the Food and Drug 
Directorate, at any reasonable time, to enter any place where, on 
reasonable grounds, he believes any articles to which the Act applies 
is manufactured, prepared or stored, to examine such articles and to 
take samples thereof. In procuring samples the inspector is required 
to notify the owner of his intention to submit such samples for anal 
ysis or examination to a person authorized as an analyst under the 
Act. A further provision is made in the Regulations that, where the 
division of the quantity of material taken as a sample would not inter 
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fere with the analysis or examination, that the sample be divided into 
three portions. One portion is designated as the owner's portion and 


is passed to the owner of the goods, the second portion is designated 


as the analyst’s portion and is submitted to an analyst of the Food 
and Drug Directorate for testing, and the third portion is reserved 
in the custody of an inspector as the duplicate or reference portion. 
The latter is held for examination in case of dispute or disagreement 
of the analytical results between the owner's portion and the analyst's 
portion. This procedure is followed where experience has shown that 
the lot of goods is homogeneous and a portion taken as a sample ts 
representative of the whole. Where there is evidence that the lot of 
goods is nonhomogeneous or the division of the portion taken as the 
sample would interfere with the analyses, the whole lot of goods ts 
defined as the sample and suitable portions, taken at random from the 
lot, are procured for testing. In such cases the owner is not provided 
with a portion of the samples for analyses 

The above procedures are applicable primarily where seizure of 
goods are involved and there is reasonable grounds to indicate that a 
violation of the Act or Regulations has occurred. Inspectors are 
required to seal all samples taken under the authority of the Act and 
to use all precautions to maintain continuity of the samples from the 
inspector to the analyst, with the eventual use of a portion as an 
exhibit in court 

In the program of work of the Directorate it is the practice to 
maintain surveillance of commodities by conducting surveys either 
on a national basis or within a region of the Directorate in order to 
obtain information and leads as to where regulatory action or research 
is needed. It is one of the responsibilities of the Biometrics Section 
of the Directorate to study and provide sampling schemes for the 
various commodities under the jurisdiction of the Act and Regulations 
and these are utilized by the Inspection and Enforcement Services in 


procuring samples for the laboratories of the Directorate 


In respect to analytical methods the Regulations make provision 
for (a) official methods, and (6) acceptable methods. Official methods 
are those designated by the Director as the only procedure to be used 
for a specific assay and recognized in the Regulations as such. The 
method is made a part of the Regulation. For example, “No person 
shall sell a prepared meat that contains more than that amount of 


meat binder that is represented by 4 percent reducing sugars calcu 
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lated as dextrose as determined by the official method.” A specific 
procedure is defined for the hydrolysis of the meat binder and the 
determination of dextrose, and this procedure is the only one accepted 
for legal action. Official methods are prescribed in the Regulations 
where different results may be obtained depending on the method of 
assay used. On the other hand, acceptable methods are those which 
the Director has indicated as being acceptable for use. Two or more 
procedures may be available for doing the same determination and 
alternative methods are considered acceptable for the estimation of 
the particular ingredient. The acceptable methods are applicable to 
those instances where the subjective element of the procedure is not 
of specific importance. 

The laboratories of the Directorate maintain an up-to-date list 
of the official and acceptable methods and copies of these are available 
for distribution to industry on request. These methods have been 
worked out in collaboration with industry and professional associa 
tions. In a number of instances the methods used are those adopted 
by the Association of Official Agricultural Chemists. The laboratories 
of the Directorate maintain close liaison with this Association in the 
development of methods. 

The certificate of analysis of an analyst of the Food and Drug 
Directorate is accepted as prima facie evidence in the courts in Canada, 
and therefore the analysts are very rarely summoned to describe the 
methods used in obtaining the analytical data on a violation of the. 
requirements. 


V. Current Regulations 


The Food and Drugs Act (1954) Section 2(g) defines food as 
follows: “Food includes any article manufactured, sold, or represented 
for use as food for man, chewing gum and any ingredient that may 
be mixed with food for any purpose whatsoever.” In accordance with 
this definition food additives are included under the broad definition 


of foods for regulatory purposes. The following sections of the Act 


provide basic authority for the regulatory control of food additives 


Section 4(a) “No person shall sell an article of food that has in or 
upon it any poisonous or harmful substance.” 

Section 4(d) “No person shall sell an article of food that is adul 
terated.”’ 

Section 5(7) “No person shall label, package, treat, process, sell 


or advertise any food in a manner that is false, misleading or deceptive 
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or is likely to create an erroneous impression regarding its character, 
value, quantity, composition, merit or safety.” 

Section 24(i) “The Governor-in-Council may make regulations 
for carrying out the purposes and provisions of this Act into effect, 
and, in particular, but not so as to restrict the generality of the fore- 
going, may make regulations: 

“(a) Declaring that any food or drug or class of food or drug is 
adulterated if any prescribed substance or class of substances is pres 
ent therein or has been added thereto or extracted or omitted there 
from. 

“(b) Respecting 

“(iii) the sale or the conditions of sale of any food, drug, cosmetic 
or device, 

“(iv) the use of any substance as an ingredient in any food, drug, 
cosmetic or device to prevent the consumer or purchaser thereof from 
being deceived or misled as to its quantity, character, value composi 
tion, merit or safety or to prevent injury to the health of the consumer 
or purchaser. 

“(c) Prescribing standards of composition, strength, potency, 
purity, quality or other property of any article of food, drug, cosmeti 
or device. 

“(d) Respecting the method of preparation, manufacture, preserv 
ing, packing, storing and testing of any food, drug, cosmetic or device 
in the interests of, or for the prevention of injury to, the health of 
the consumer or purchaser. 


“(7) Exempting any food, drug, cosmetic or device from all or 


any of the provisions of this Act and prescribing the conditions of 


such exemptions.” 

In accordance with the authority provided in the above sections 
of the Act, Regulations for the control of food additives were promul 
gated and published in The Canada Gazette, Volume LX XXVIII, Part 
II, 14 July 1954, and copies of these are available with current amend 
ments and revisions as the Office Consolidation of the Food and Drugs 
Act and Regulations 


In the Office Consolidation of the Regulations, foods are divided 
into 22 different divisions, each dealing with a specific class or group 


of foodstuffs; for example, Division 6 deals with the requirements 
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for food colors, Division 15 with poisonous substances in foods, and 


Division 16 with the requirements for preservatives 


1. COLORING MATTERS 

Food colors are divided into the following groups: 

(a) The natural colors, being cochineal, vegetable colors and 
vegetable color extractives or their coloring principles, whether isolated 
from natural sources or produced synthetically 


(b) Caramel. 


(c) Specially purified charcoals, carbon black, iron oxide, and tita 
nium dioxide. 

(d) Coal tar colors for which a standard is prescribed (see Table 
2) 

(e) Aluminium or calcium lakes of the water-soluble coal tar 


colors for which a standard is prescribed 


In the case of coal tar colors, there is a limit prescribed of one 
part in 3,500 parts by weight on the amount of the color which may 
be used in food. In addition there are the following tolerances for 
heavy metal contaminants in all food colors: arsenic calculated as 
\s, 2 p.p.m.; lead calculated as Pb, 10 p.p.m., and, except in the case 
of iron oxide, a total of 100 p.p.m. of iron and copper calculated as 
Fe and Cu. If other heavy metals are present the food color is deemed 
to be adulterated. Coa! tar colors and mixtures thereof permitted for 


use in foods must bear a label showing the common name of the color, 


the lot number, and the words “Food Colour.” Importation and sale 
of coal tar colors or mixtures thereof intended for use in foods are 
prohibited, except those in the prescribed list and which have been 
certified by the Directorate as meeting the requirements of the Regu 
lations or are subject to a certificate approved by the Director of the 


Food and Drug Directorate 


It is a statutory requirement of the Regulations that the label 


of a package of food shall mention any food color added thereto. The 
following foods are exempted from this requirement: bakery products 
except brown bread, butter, cheese, confectionery, gelatine desserts, 
sherbet, smoked fish, ice cream, icing sugar, liqueurs, alcoholic cordials, 
and soft drinks. In addition, caramel may be added to the following foods 
without label declaration: nonexcisable spirituous liquors except gin, 
vinegar except spirit vinegar or blends containing spirit vinegar, and 


wine. Where a standard is prescribed in the Regulations for a food 
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the addition of color is prohibited unless provision has been made for 
it in the standard. Before any additions are made to the present list 
of permitted colors, data and information in accordance with the 
requirements of the Act must be submitted on safety of use as well 
as technological justification. When the above list was drawn up 
in consultation with industry it was considered that the prescribed 
list of colors would cover the requirements of the trade with respect 
to shades and adaptability to foods. If in the light of advances in 
toxicological testing any of the permitted colors show evidence of 
injury or hazard to health, recommendations would be made to the 
Minister of the Department of National Health and Welfare for the 


deletion of such colors from the prescribed list 


2. PRESERVATIVES 

The requirements respecting the use of the antimicrobial agents 
and antioxidants under the broad classification of preservatives are 
set forth in Division 16 of the Regulations of The Food and Drugs 
Act. In accordance with these requirements ““No person shall use as 


a preservative in or upon food or sell as a preservative for food any 


at 
substance other than those designated as Class I, II, III, or IN 
preservati\ es.” 

Table 3 shows the list of permitted preservatives, with their re 
spective tolerances in foods. In the case of benzoic acid, sulphurous 
acid, propyl gallate, butylated hydroxyanisole, nordihydroguaiareti 
acid, and butylated hydroxytoluene, the label must carry a quantita 
tive statement of the amount of the preservative contained in the 
preparation. Also where the chemicals listed under Class II, II1, and 
[V are sold as preservatives for foods the label must carry adequate 
directions for use in accordance with the limits prescribed 

The following food products are exempted from label declaration 
sulphurous acid and its salts in glucose, confectionery containing glucose 
glucose syrups, molasses, refiners syrup, sugar-cane syrup, and wine 
\lso in the case of the following foods no label declaration is required 
for Class III preservatives: bread, bakery products, and cheese. In 
the case of chlortetracycline and oxytetracycline, specific provision 
was made in the requirements for the use of these antibiotics in raw 
fish and poultry on the basis that the product as sold would not con 
tain more than 5 p.p.m. and 7 p.p.m., respectively, and the label of the 
raw fish or poultry carry a statement of their presence. Defore pro 


vision was made for these antibiotics in fish and poultry, data and 
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laspLe 3—List oF PRESERVATIVES PERMITTED WITH TOLERANCES 
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information were provided to show that no significant antibiotic 


residues remained in the fish and poultry upon cooking 


3. ARTIFICIAL SWEETENERS 

The Regulations under The Food and Drugs Act make provision 
for the use of saccharin and the sodium or calcium salts of cyclohexy! 
sulphamic acid providing the label of the food carries the statement 
“Contains (naming the synthetic sweetener) and should be used only 
on the advice of a physician.” No provision is made for the use of 
other synthetic sweeteners in foods in Canada and the Regulations 
declare a food adulterated if any other synthetic sweetener has been 


added thereto 


4. FLAVoRINGS 

The Regulations under The Food and Drugs Act define standards 
for a number of natural flavors, for example, “Vanilla flavor shall be 
prepared from the vanilla bean, the dried cured fruit of Vanilla 
planifolia Andrews, and shall yield a lead number (Winton) of not 
less than 0.45, and 100-ml. shall contain not less than 170 mg. of vanil 
lin as determined by the official method and shall contain no added 
color.” Artificial or imitation flavors are defined as a flavor, except 
that the flavoring principles may be derived in whole or in part from 
sources other than the aromatic plant after which it is named, and the 
flavoring strength of artificial or imitation flavors must not be less than 
that of the natural flavor if such is defined in the Regulations. The 
words “artificial” and “imitation” must be an integral part of the name 
of such preparations in identical type and identically displayed witl 
t artificial or imitation 


the name of such preparation. The presence « 
flavors must be declared on food products, except in the case of bakery 
products, confectionery, ice cream, sherbet, liqueurs, aleohoiic bever 
ages, and soft drinks 

No list of the permitted aromatic chemicals and essential oils 
suitable for use in the preparation of artificial flavors has been estab 
lished. In this respect the use of such chemicals is governed by the 
general terms of the Act In 1955 a Regulation was promulgated 
specifically prohibiting the use of coumarin or an extract of tonka 
beans 1n food 

Provision is made for the addition of artificial flavors to natura 
flavors under a label “naming the fruit flavor naturally fortified 
q 


providing 51 percent of the Havoring strength is derived from the named 
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fruit. The Regulations limit the diluent of the flavors to ethyl alcohol, 
glycerol, propylene glycol, or a combination of these, with or without 


added water. 


5. EMULSIFYING, STABILIZING, AND GELLING AGENTS 

This group of additives include such substances as gelatin, agar 
vegetable gums, carboxymethylcellulose, mono- and _ diglycerides 
phosphates, etc. No section of the Regulations has been drawn up 
to set forth specific requirements of this group of food additives but 
they are dealt with under the requirements of the class of foods where 
they are applicable. For example, in the definition of process cheese, 
provision is made for the use of emulsifying agents without specifically 
defining the compounds which may be used except under the general 
provisions of the Act. Also, in the standard for ice-cream mix, pro 
vision is made for the use of not more than 0.5 percent stabilizer in 
the finished product. In the Regulations on prepared meats, pro 
vision is made for the use of gelling agents, e.g., gelatin and agar in 


s 


potted meats, meat loaf, and head cheese. Where gelling agents are 


permitted for use in prepared meats and poultry products, the label 
must carry a declaration of the name of the gelling agent used or the 
word “jellied” as an integral part of the name of the food product. The 


vellir 


g agents which may be used are gelatin, agar agar, and Irish 


MOSS « 


r carra gheen. In the case of gelatin, specific requirements are 
given in the Regulations for this material, namely, not less than &2 
percent ash-free solids, not more than 2.6 percent ash on the dry basis 
500 p.p.m. sulphur dioxide, and gelatin shall not show the presence 
i more than 10,000 bacteria per gram and coliform bacteria shall not 


be evident in 0.01 gram 


) DbLEACHING AND MATURING AGENTS 


The Regulations pertaining to flour limits the number of chemi 
cals which may be used as bleaching and maturing agents to: oxides 
of nitrogen, chlorine, chlorine dioxide, nitrosyl chloride, benzoyl per 
oxide (mixed with not more than six parts by weight of one or a 
mixture of two or more of calcium carbonate, calcium sulphate 
dicalcium phosphate, magnesium carbonate, potassium aluminium 
sulphate, sodium aluminium sulphate, starch and tricalcium phos 
phate) in an amount not exceeding 100 parts by weight of benzoyl 
peroxide for each million parts of flour; potassium bromate in an 


amount not exceeding 50 p.p.m. of flour, and ammonium persulphate 
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in an amount not exceeding 250 p.p.m. of flour. Where the respective 
bleaching and/or maturing agents are used, the label of the flour must 
carry the words “Bleached” and/or “Maturing Agent Added.” 


7. RESIDUES OF PESTICIDES AND OTHER HARMFUL RESIDUES 

Division 15 of the Regulations deals specifically with poisonous 
substances in foods. In order to make provision for such substances 
in food which are prohibited under Section 4(a) of the Act, it is 
necessary to refer to Section 24(j7) which provides authority to make 
regulations exempting any food from all or any of the provisions of the 
Act and prescribing the conditions of exemption. In addition, the 
definition of food under the Act (“food includes any article manufac 
tured, sold or represented for use as food or drink for man, chewing 
gum, and any ingredient that may be mixed with food for any purpose 
whatsoever’) includes by definition such substances as the incidental 
additives. In accordance with the above authority, Regulations have 


been promulgated establishing a list of permitted tolerances of these 


additives in parts per million which may occur in specific food products 
and exempting these foods from Section 4(a) of the Act provided they 


do not contain any other poisonous or harmful substance 


This list is divided into two parts. The first part, shown in Table 


4, deals with the tolerances for fluorine, arsenic, and the metallic con 


taminants: lead, copper, zin In this table the foods are grouped 


wherever applicable, e.g., fresh fruit and vegetables, dried herbs and 
spices, etc. In these cases the tolerances are intended to cover the 
residues from arsenical and copper sprays used to control insect in 
festation as well as contamination of the foods by other means. In 
addition tolerances are shown for the inorganic contaminants in a 
number of chemicals used in the manufacture of foods, e.g., citric acid, 


phosphoric acid, et 


The second list deals with the residues of the organic insecticides, 
fungicides, herbicides, rodenticides, etc., which may be found in or 
upon foods. Prior to 1955 residues of this group of chemicals in food 
were controlled under Section 4(a) of the Act without establishing 
specific tolerances for residues in foods. Owing to the increasing 
number of these new pesticides which were appearing on the market 
and were recommended to control insect infestation of food crops, it 
was apparent that a more specific requirement was indicated for the 
protection of the consumer as well as in the interests of the manufac 


turers of these chemicals. After a series of meetings with a technical 
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committee of the manufacturers of agricultural chemicals, an outline 
of the requirements for the establishment of tolerances for this grovp 
of chemicals was distributed in the form of a Trade Information 
Letter. Although the Trade Information Letters have no statutory 
significance they serve the purpose of informing the trade of the views 
and interpretations of the Directorate on established regulations. This 
means of advising the trade has been used in a number of instances 
and appears to have the general acceptance of industry. The particulat 
Trade Information Letter dealing with tolerances for poisonous ot 
harmful residues in or on foods (No. 124, 27 May 1955) outlines the 
following interpretation of the requirements respecting a request for 
the establishment of tolerances for pesticide residues in foods 

“Any person may file with the Director of the Food and Drug 
Directorate a request that a tolerance be established for an agricul 
tural chemical. He must at the same time show justification for the 
establishment, and present evidence that the use of the product is 
practical and that it is effective for the use recommended 

“With each request the following information about the agricul 
tural chemical must be supplied: : 

“(a) the chemical name, the trade name and, where applicable, 
the purity, stability, solubility, melting point, vapor pressure and 
density ; 

“(b) the amount to be applied and the frequency and time of 
application, 

“(c) full reports of investigations made to determine safe levels 
(these reports to include, where necessary, data and detailed informa 
tion obtained from appropriate animal or other biological experiments 
in which the method used and results obtained are clearly set forth) 

“(d) the results of tests on the amount of residue remaining in 
or on the food crop and the description of a satisfactory analytical 
method for determining residues in or on foods or classes of foods for 
which it is recommended ; and 

“(e) a proposed tolerance.” 

In addition, it is requested that where toxicological work is re 
ported, a description of the method used, the number and species of 
animals ‘used in biological tests, a description of the statistical desigt 
and analysis of such tests, and the results and conclusions draw1 


should be clearly stated. 
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Submissions completed in accordance with the above instructions 
are reviewed by the technical staff of the Food and Drug Directorate 
or referred, on a confidential basis, for expert advice to an outside 
advisory panel of the Food and Drug Directorate. Where the data 
and information submitted show the residual amount of the pesticide 
to be within reasonable limits, and, in the light of present knowledge 
not liable to cause any harmful effects to consumers of the food, the 
manufacturer is advised that in the opinion of the Directorate the 
submission is acceptable for the food indicated and an amendment to 
the Regulations will be recommended to the Minister of the Depart 
ment of National Health and Welfare to establish a tolerance. Where, 
in the opinion of the Directorate, the tolerance proposed by the manu 
facturer appears excessive he is so advised and a residual tolerance, 
which would appear more in keeping with the intent of the require 
ments of the Act and Regulations, is suggested to him 

In establishing residue tolerances for pesticides, these have been 
divided into five general groups 

(a) The pesticides which are usually used early in the growing 
period of the fruit or vegetables and are unlikely to be found in or 


yn the food as it reaches the consumer in sufficient amount to consti 


tute a health hazard, providing the pesticide is applied according to 
general accepted methods The following chemicals are considered 
to come within this group: magnesium sulphate, sodium carbonate 
pyrethrum, potassium polysulphide, lime, and sulphur No residue 


tolerances have been established for this group 


(b) The pesticides which are unlikely to leave residues in foods 
because the processing of the food removes or destroys the pesticide 
so that none remains on the food as it reaches the consumer. The 
following chemicals are considered to come within this group: carbon 
tetrachloride, carbon disulphide, petroleum oils, and ethylene dichlor 


ide No tolerances have been established for this group. 


(c) The pesticides which are considered too poisonous to permit 
any amount in or upon foods as they reach the consumer. This group 
includes the following chemicals: dinitro-o-sec-butylphenol, dinitro-o 
cresol, hydrocyani acid, hexamethyl and tetraethyl phosphates, mer 
cury and selenium compounds. This is the so-called “zero tolerance 
group” and no residue tolerances in foods have been established for 


these chemicals. 
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(d) There are a number of herbicides which are applied early in 
the growth of the food crop and it is considered unlikely to find any 
residues in the food as purchased. This group includes the following 
chemicals: dinitro-o-cyclohexylphenol, 2-(2,4,5-trichlorophenoxy) pro 
pionic acid, sodium trichloracetate, 2,4-dichlorophenoxyacetic acid, 
and no residue tolerances have been established for these chemicals 

(e) There is a group of pesticides for which justification has been 
shown and where the practical use may result in a residue. This list 
includes to date 50 chemicals with tolerances for approximately 1,100 
food items. 

Since additions and amendments to this list of pesticide residues 
permitted on specific foods are under constant revision and owing to 
the difficulties in presenting the list in a concise manner, it was not 
deemed advisable to include it in this report. The complete up-to-date 
list of the tolerances established may be obtained from a current copy 
of the Office Consolidation of The Food and Drugs Act and Regulations 
The principle of using multiple tolerances has been employed in a 
number of instances to reduce the over-all load of the pesticides in 
the food. For example, residues of Ovotran (p-chlorophenyl-p-chloro 
benzene sulphonate) are permitted at 3 p.p.m. in apples, peaches, 


pears, plums and prunes, and at 5 p.p.m. in citrus fruit 


Vi. List of Legislation and Sources 


/ } 


1. The Office Consolidation of The Food and Drugs Act and Requ 
lations, consisting of a book of approximately 170 pages, is available 
from the Queen’s Printer and Controller of Stationery, Department 
of Public Printing and Stationery, Hull, Canada, on a service sub 
scription basis. The complete service subscription comprises a copy 
of The Food and Drugs Act with stiff paper cover and one year’s 
amendments to all the Regulations relating to foods, drugs, cosmetics, 
and vitamins. The charge for the complete book with service sub 
scription is $5.00 per year. Payments are made to the Receiver Gen 
eral of Canada. A partial service subscription comprising The Food 
and Drugs Act and Regulations with stiff paper cover is available at 
$4.00 and any of the undernoted at the following prices 


(a) one year’s amendments to food regulations only $2.00 
(b) one year’s amendments to drug regulations only $2.00 
(c) one year’s amendments to cosmetic regulations only $1.00 


(d) one year’s amendments to the vitamin regulations only $1.00 
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Legislation dealing with food additives are included with the 
regulations on foods. 

2. The current legislation dealing with revisions and amend 
ments to the Regulations under The Food and Drugs Act is published 
in The Canada Gazette, Part II, Statutory Orders and Regulations. 
This publication is available on request to the Superintendent of 
Publications, Department of Public Printing and Stationery, Hull, 
Canada, at 50 cents per single copy or $10.00 per year for the English 
or French edition, and both editions at $12.00. This publication is 
issued every second and fourth Wednesday of each month. 

3. The legislation and discussions dealing with The Food and 
Drugs Act are published with the Official Reports of the House of Com 
mons Debates. Copies of this publication are available from the Queen’s 
Printer and Controller of Stationery, Department of Public Printing 
and Stationery, Hull, Canada. This is issued daily during the parlia 


mentary session at 5 cents per copy or $3.00 per session. 


Vil. References to National Literature 
The following list of references of Canadian authorship dealing 
with various aspects of food additives and their control has been com 
piled. It is intended to cover the literature since 1950 and is un 
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By FRANK J. CHUT 


THE DUTY TO WARN THE 4 





“If the law is to keep apace of the socialistic problems wrought by science and 

technology, it is high time for the courts to also recognize the allergic or un- 

usually susceptible as members of a legally identifiable class, to whom the law 

will extend its protection in warranty and in tort, and not as isolated individuals 

of whom the law takes no account.”—Murrah, circuit judge, specially concurring 

in Merrill v. Beaute Vues Corporation, CCH Food Drug Cosmetic Law 
Reports {| 22,459, 235 F. 2d 893, 899 (CA-10, 1956) 


} IS UNDOUBTEDLY TRUE that the allergic plaintiff, whethet 
he brings his case in tort or for breach of implied warranty, has 
generally encountered substantial difficulties on the road to recovery 
The great majority of jurisdictions deny recovery under either theory 
it is found that the injury may be attributed to an allergi 
' Thus, in a recent lowa Supreme Court de 


where 
condition of the plaintift 


cision, recovery against a cosmetic manufacturer and retailer was 
denied a plaintiff who was injured because of his allergic reaction to 


the product, the court stating that such holding was in accord with 


the weight of authority 


lPyriaty 


Though this is at present true, it is nevertheless clear that liabi 


toward the allergic consumer is an expanding concept which may 


the future prove increasingly troublesome to the manufacturer 


cosmetics, drugs and perhaps even foods In addition to a sizabl 
1 See annotations, 26 A. L. R. 2d 963. 966, As to possible liability in food cases 
973 (1952): Dickerson, Product Liability see Strichartz Allergy and Food Prod 
and the Food Consumer (1951). pp. 216, ucts Liability: Damnum Absque Injuria? 
220 10 Food Drug Cosmetic Law Journal 408 
2 Bonowski v. Revlon, CCH Food Drug (July, 1955) Dickerson, work cited 
* 22.635 (lowa) footnote 1, at p. 216 


Cosmetic Law Reports 
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Mr. Chut, Who Is an Attorney in the Legal Department of Schering 
Corporation, at Bloomfield, New Jersey, Emphasizes That the Prob- 
lem of the Allergic Consumer Seems Basically to Be the Conflict 
Between ‘‘Settled'’ Law Established in a Less-Enlightened Time and 
New Concepts of Science and New Knowledge of Advanced Technology 


body of critical legal literature * which has developed in recent years, 
there are reported a number of strongly reasoned minority decisions 
Coupled with the greater medical knowledge of the cause and effect of 
allergic reactions,” these developments have provided the ever-alert 
plaintift’s bar with the needed tools to destroy the defense of “no lia 


bility because of plaintiff's allergy 


The scope of this paper will be limited to a discussion of liability 
n negligence for failing to warn an allergic consumer. Since this 
situation is most typical in the cosmetic industry, the discussion of 
cases will be generally confined to that area. The problems involved 
in breach of warranty are in essence different and have been discussed 


elsewhere 


‘See in particular Horowitz Allergy comment, 49 Michigan Law Review 253 
of the Plaintiff as a Defense in Actions (1950) 
Based upon Breach of Implied Warranty *For examples, see Wright v. Carter 
of Quality 24 Southern California Lau Products, CCH Food Drug Cosmetic Law 
Review 221 (1951), and Dickerson, work Reports { 22,486, 244 F. 2d 53 (CA-2, 1956) 
ited at footnote 1, at pp. 225-227. See Reynolds v. Sun Ray Drug Company, CCH 
ilso Barsch Allergies and the Law 10 Food Drug Cosmetic Law Reports § 22.110 
Brooklyn Law Review 363 (1941): Cady 135 N. J. L. 475, 52 A. 2d 666 (1947) 
Cosmetics and the Allergic Consumer: A * Horowitz, work cited at footnote 4, at 
Medicolegal Synthesis 8 Food Drug Cos pp. 224-227 


metic Law Journal 701 (November, 1953) 
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Allergic Consumer as Legal Class 
Without delving into its fine medical points, allergy is generally 
understood to be the process of sensitization of the individual to a 
particular substance so that when the body again comes in contact 
with that substance, one of a number of allergic reactions, such as 
Hence, the first contact sets the con 


itching, swelling, etc., sets in.* 
It has been compared with 


dition and the second produces the result. 
the process of immunization to an infectious disease: 


The theory of immunization, e.g., to typhoid, is to introduce a small qua 


of the disease agent into the human body; antibodies are formed by the body t 


combat the infectious disease, and these antibodies remain in the bloodstream 
invasions by the same disease aget 


elsewhere in the body to fight off any future 

The allergic diseases are similar in process, in that the body becomes sensitized 
by introduction into the body of some foreign agent—not necessarily toxic 
nature—perhaps a synthetic chemical in a fingernail preparation, or a chemical 

a dye, or a protein in a food, or the like—the sensitization coming about by the 
formation of antibodies by the body to cope with the presence of the forei 
agent. Once the body has become sensitized to a particular foreign substances 
upon exposure again to the same foreign substance a violent reacti occurs 


between the foreign substance itself, called an antigen, and the antibodies 


upon first exposure to that antigen. The 
| 


were formed results of the ar 
antibody biochemical reaction 


that make up one or another of the 


iy fever, asthma, skin diseases—are the sympt 


various allergic diseases.” 


Hence, the plaintiff's “peculiarity” or “idiosynerasy” is simply a 


chemical cause-and-effect reaction; once one has knowledge of the 
cause of a particular reaction he can be held to a foreseeability of its 
effect. 

One major inquiry is whether any group of individuals who are 


each allergic to the same substance can constitute a known legal class to 


whom a duty would be owed. If we contrast the cases of individuals 
susceptible to infectious diseases such as typhoid and individuals 
one 1s no 
ral 


a « 


susceptible to certain antigens, we see no real difference; 
e 


more peculiar than the other in regard to a rational basis of | 


protection.”” It would not seem to be straining the point to say that 


the same liability should apply to the manufacturer who allows a 

known antigen in his product without warning the known susceptibk 
84 S ] 

purchaser as to the manufacturer who would sell milk containing 


bacilli, although such milk would only affect those who were sus 


ceptible, at the time, to an infectious disease. The logical basis of 
* Horowitz, work cited at footnote 4 * Horowitz, work cited at footnote 4, at 


* See, generally, for a discussion of al p. 224 
lergy and its medical aspects, Cooke ” Horowitz, work cited at footnote 4, at 
Allergy in Theory and Practice (1947). For p. 226 


a short discussion, see Horowitz, work 
cited at footnote 4, at pp. 224-227 
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liability should not vacillate according to the size or probability of 
the known susceptible class. Once it is established that certain people 
react to certain contacts and that the effects of such contacts are 
known, then each is a member of a known class. Each is not a single 
individual different from normal society, but rather a person of a 
certain type, of whom there may be many or few, who is reacting 


normally in a given physical context. 


Although convincing the court of the true factual basis of allergic 
reactions does not of itself establish liability, it does give the court 
and the jury a more sound basis upon which to decide whether the 
allergic reaction was or was not foreseeable in the particular situation 
It affords a more reasonable approach than considerations based on 


sweeping statements of pec uliarity or idiosy ncrasy. 


~ 


Failure to Warn as Negligence 
Recognition of allergic consumers as a definite class of people 
who are or can be known is fundamental to the concept of foresee 
ability. The fact of foreseeability, in turn, bottoms every conclusion 
of whether a manufacturer or distributor was under a duty to warn. 
Once it can be proved that the defendant knew or should have known 
of the danger even to an allergic class of consumers it should follow 


that most courts would allow recovery.” 


The cases, while generally labeled as regarding allergy to be a 
defense, have taken a number of approaches. In the 1956 case of Bish 
v. Employers Liability Assurance Corporation, Ltd." a negligence 
action for urticaria caused by a home permanent application, the court 
held that no warning was required for a product innocuous to normal 
people, though an injury did result from sensitivity or allergy of the 
plaintiff. Cited with approval was a 1941 New South Wales decision * 
which flatly declared that a seller, in the absence of special circum 
stances, owed no duty at all to the abnormal buyer. 

These cases are typical of the old common law view, shaped at a 
time when knowledge about allergies was nonexistent, which con 
sidered the reasonable and prudent man free of liability for something 
he could not know of at the time Although both decisions can be 


justihed on the ground of lack of foreseeability, they create only 


See annotations, 26 A. L. R. 2d 973 “" CCH Food Drug Cosmetic Law Reports 
(1952): Dickerson, work cited at footnote * 22.456, 236 F. 2d 62 (CA-5, 1956) 
1, at p. 224 Bw Levi wv Colgate-Palmolive, 41 New 


So. W. St. 48, 58 New W. W.N. 63 (1941) 
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confusion by their use of broad general statements which have lost 


their significance as legal terms under present-day knowledge." 


Some courts have taken another position, requiring the manu 
facturer to give an appropriate warning of any known dangers which 
the user of his product would not ordinarily discover if it is found 
that the manufacturer had prior knowledge of the dangerous characte1 


1 


of the product In these cases, however, the court often refuses to 


recognize any duty on the defendant to know of a small group « 


allergic consumers."® 


Typical of this approach was Singer v. Oken™ where the defend 
ant had sold a calamine lotion for years without injury to anyone 
Upon an express finding that the defendant had no reason to antici 
pate the plaintiff’s injury, the court found for the defendant. This 
type of opinion, while speaking of allergy as a defense, has generally 
refused relief because of a concrete lack of foreseeability '’ The real 
problem occurs where, as in Kinkead v. Lysol, Inc.’ the courts rule 
that the defendant did not, as a matter of law, have to anticipate an injury 
produced solely because of the allergy Such rationale puts the 
defect, as a matter of law. in the plaintiff rather than the product 
However, since the plaintiff’s injury was the only one ever reported 


here again the problem seemed really to be one of foreseeability 


Gerkin v. Brown & Sehler Company *™ is the foundation case for the 
opposite approach to the problem. Here plaintiff was injured by 
reaction to the dye in a fur collar. There was evidence that the jobber 
was aware of this reaction in some people. No warning was give! 
The court held for the plaintiff, declaring that once the defendant had 
knowledge of a concealed danger in the product, even though it would 


injure only a few, he was under a duty to warn 


This same line of reasoning was carried forward in Arnold 7 


May Department Stores,** where the court simply held that a reas 


“It has been contended that many Food Drug Cosmetic Law Reports ° 22,459 
allergy cases have been in reality decided 235 F. 2d 893 (CA-10, 1956) 
on foreseeability rather than on the allergy 71938 Misc. 1058, 87 N. Y. S. 2d 68 
defense (Dickerson, work cited at footnote (1949) 
1, at p. 224; Horowitz, work cited at foot- * See concurring opinion in Merrill 
note 4, at pp. 230-232 Beaute Vues Corporation, cited at foot 


CCH note 16 

+250 App. Div. 832, 296 N. Y. S. 461 
(Memo.) (1937) 

"Folio 403 of the appeal record n 


% Briggs v. National Industries, 
Food Drug Cosmetic Law Reports {§ 22,183 
92 Cal. App. 2d 542, 207 P. 2d 110 (1949) 


% Bennett v. Pilot Products Company, Kinkead v. Lysol, Inc., as reported in 
CCH Food Drug Cosmetic Law Reports Barsch, work cited at footnote 4, at p. 37! 
§ 22,262, 120 Utah 474, 235 P. 2d 525 (1951) 1177 Mich. 45, 143 N. W. 48 (1913) 


Merrill v. Beaute Vues Corporation, CCH 337 Mo. 727, 85 S. W. 2d 748 (1935) 
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able man would warn of a hidden danger in his product, even a danger 
which is an allergic reaction, if he has knowledge of the danger 


Similar reasoning has been applied in New Jersey * and Massachusetts.** 


The most extreme case requiring a warning is the 1958 decision 
in Braun v. Roux Distributing Company.** The injury was a very rare 
disease known as “periarteritis nodosa.” The plaintiff's doctor testi 
fied that it was caused by the paraphenylenediamine in the hair dye 
There had never been a reported or recognized case of periarteritis 
nodosa caused by paraphenylenediamine before, yet the defendant was 
held negligent in not giving a warning to the plaintiff. After remark- 
ing on evidence of 23 medical articles concerned with the dangerous 
qualities of paraphenylenediamine, the court stated that the defendant 
was held to the skill of an expert in his business and was bound to 
keep reasonably abreast of scientific knowledge in his field, being 
charged with whatever knowledge he could have acquired. Though 
questionable on the facts presented, this decision does give an indica 
tion of the degree to which at least one present-day court is willing 


to depart from the old common law rule 


It is submitted that the major problem in this area is one of 
unforeseeability rather than that of allergy being a complete defense.” 
With the advances and dissemination of medical knowledge regarding 
allergic reactions, the manufacturer is now in a better position to dis 
cover in his product any latent dangers to the allergic consumer 
Likewise, the plaintiff's attorney is now in a more favorable position 
to present a strong case showing negligence. It would therefore seem 
reckless, given the proper set of facts, for a manufacturer to put sole 


reliance upon the allergy defense. One writer has stated: 


What the same courts (those now holding allergy as defense) would do if 

faced with a clean-cut allergy that was (1) severe, (2) shared by a substantial 

roportion of people, (3) known to exist, and (4) traced to an ingredient in the 
detendant’s product cannot be taken tor granted 


\ requirement of warning may be considered bad for business, 
but if indicated to be necessary by available technical information, it 
provides a safeguard for the liability-conscious manufacturer as well 


as the endangered consumer 


Reynolds Sun Ray Drug Company, CCH Food Drug Cosmetic Law Re 
cited at footnote 5: Ziropola v. Adam Hat ports 22.539. 312 S. W. 2d 758 (Mo 
Stores, Inc., 122 N. J. L. 21, 4 A. 2d 73 1958) 

(1939) * The same argument is made for breach- 
* Bianchi v. Denholm and McKay Com of-warranty cases (Horowitz, work cited 
pany, 302 Mass. 469. 19 N. E. 2d 697 (1939) at footnote 4) 


Dickerson, work cited at footnote 1 
at p. 224 
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“Knew or Should Have Known” 

Since the requirement of a warning by a manufacturer is grounded 
on his having knowledge, actual or implied, of a hidden danger to a 
known class of allergic consumers, it is important to determine ex 
actly when the manufacturer is said to have such knowledge and to be 
thereby put on notice. No precise rule can be given other than that of 
“the reasonable man in like circumstances.” Each case will vary with 
the facts. 

In Wright v. Carter Products.* there was evidence of 373 com 
plaints out of 82 million jars sold in four years. The trial court held 
that the small number of users with adverse effects did not impose 
duty on the defendant to warn. On appeal the United States Court of 
Appeals for the Second Circuit reversed.*” The court noted a finding 
of the Federal Trade Commission that the product would cause 
dermatitis in some people and that the defendant with this knowledge 
continued to advertise the product as “safe” and “harmless.” In r 
manding, the court stated that the evidence was sufficient to show 
knowledge on the part of the defendant as to the dangerous qualities of 
the product. Further, the defendant was under a duty to warn even 


the few who he knew would be injured.*' 


In a New York opinion,” the trial court had imposed a duty to 
warn of dermatitis where the defendant’s own tests showed that 
about 7 per cent of the users of the product had suffered irritation 
Reversed on appeal,** it was ruled that mere irritation on the part of a 
small percentage of people is not sufficient to put the defendant on 


notice of the possibility of dermatitis. 


It can generally be said that the manufacturer will be under no 
liability for mere irritation, but liability is more likely where there is 
an actual allergic injury.** According to the Braun case, cited above, a 
duty to warn may be imposed where the specific reaction is not known 
but the general dangerousness of the product is known 

It would seem fair to conclude that the courts are going to require 


greater efforts on the part of the manufacturer to keep up with the 


* CCH Food Drug Cosmetic Law Re- 206 Misc. 1103, 136 N. Y. S. 2d 121, 132 
ports § 22.457 (DC N. Y 1956) (N. Y. City Ct., 1954) 
2 Cited at footnote 5 CCH Food Drug Cosmetic Law Re 
"See Cohen 1 Procter & Gamble Dis- ports % 22.446. 208 Mis« 186, 143 N. Y. S 
tributing Company, CCH Food Drug Cos- _ &. i ae ae. 1955) 
metic Law Reports ‘ 22,441, 18 F. R. D See concurring opinion of Judge Wads 
301 (DC Del., 1955) in Bennett 1 Pilot Products Compani 
1Lehner v. Procter & Gamble, CCH cited at footnote 16 


Food Drug Cosmetic Law Reports ‘ 22,388 
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developments in his own field, especially in light of the greater poten 
tial for harm now existent through the use of newer and more potent 


chemicals. 


Contributory Negligence as Defense 


In Arata v. Tonegato™ the plaintiff refused to take a patch test 
at the defendant's beauty shop before an application of hair tint. She 
suffered allergic injuries. The appeal court affirmed a lower court 
verdict for the defendant on the ground of contributory negligence 
holding that where a manufacturer has prescribed a patch test, it 
cannot be held liable for an injury caused solely by the failure to 
take it. 

The question of contributory negligence also arose in Wright v 
Carter Products,’ where the plaintiff had used the product for five 
years without trouble until a rash broke out under her armpit. She 
discontinued its use for seven months and the rash went away, but a 
later resumption of use resulted in a severe case of “contact derma 
titis.” In an action of negligence for failure to give a warning, the 
lower court ruled for the defendant on grounds of allergy. The court 
also stated that the plaintiff was guilty of contributory negligence by 


resuming the use of the product after the first irritation. 


On appeal, the circuit court reversed on the duty to warn; * as to 


contributory negligence, it was stated: 


Che plaintiff cannot be said t ive assumed a risk of which he was ignorant 
to have contributed to his own injury when he had no way of reasonably 
ascertaining that the danger of injury existed 


This same reasoning has been put forth elsewhere, and it appears 
acceptable in logic that contributory negligence be held inapplicable 


where the defendant's breach of duty is based on a failure to warn 


These two decisions accentuate the hazards of a failure to prov ide 
a warning; the plaintiff's actions in the latter case might readily have 
been deemed contributory negligence if the product had borne even 


a simple warning legend regarding the possibility of allergic reaction. 


152 Cal. App. 2d 837, 314 P. 2d 130 "See Taylor wv. Jacobson, CCH Food 


(1957) Drug Cosmetic Law Reports ° 22.528, 336 
Cited at footnote 28 Mass. 709, 147 N. E. 2d 770 (1957). as to 
Cited at footnote 5 breach-of-warranty action where plaintiff 
244 F. 2d 61 lost because she did not comply wit! 

* Dillard and Hart Product Liability patch-test instructions 


Directions for Use and the Duty to Warn 
41 Virginia Law Review 145, 163 (1955) 
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Compliance with FDA Regulations as Evidence of Due Care 
In Phillips v. Roux Laboratories,” the only reported case found 
where the adequacy of a preuse test has been assailed, the plaintifi 
took the usual 24-hour patch test *' and, on finding no reaction at the 
end of that time, applied the hair dye from which injury resulted. Ai 
trial, the plaintiff introduced expert medical testimony to the effect 
that observations of delayed reactions may take from 72 hours to as 
long as one week. However, the defendant’s evidence of correspond 
ence from the Food and Drug Administration approving the patch 
test under the federal power to regulate coal-tar hair dyes, was denied 
admission.*? The jury returned a verdict for the plaintiff. 
On appeal, the verdict was reversed on the grounds that the 
correspondence should have been received in evidence 
Just as failure to comply with a statute and regulations promulgated thers 


under is evidence of negligence, full compliance therewith is some evidence of 
the exercise of due care in preparing and publishing instructions for the guidance 


‘ 


of consumers tn the use of hair dye preparation containing a coal-tar product 


Hence, to the extent of its evidentiary value, a statute which re 
quires a warning may provide protection to those manufacturers who 
comply with it.** 

Conclusion 

It has been suggested that the mere existence of a warning on a 
product may serve as an admission against a manufacturer in that it 
presents evidence that he knew his product would injure someone.* 
The commercial undesirability which naturally attains from the stigma 
of the warning placed on a product offered for sale in the market place 
presents additional valid objections. In juxtaposition to these con 
siderations, we have the unquestionable need to provide full and 
complete protection to the consumer. It is evident that there is no 
easy solution here. 

Experience with the warnings required on a coal-tar hair dye by 
Section 601(a) of the Food, Drug, and Cosmetic Act has shown that 


"CCH Food Drug Cosmetic Law Re- * 21 USC Sec. 361 (1952) 

ports { 22,425, 286 App. Div 549, 145 “ Cited at footnote 40 

N. Y. S. 2d 449 (1955) “See also Merrill v. Beaute Vues Corpo 
“ The user is directed to wash an area ration, cited at footnote 16 (approval of 


about the size of a quarter on the inner FDA and AMA of some weight): Bish 1 
fold of the elbow or behind the ear and Employers Liability Assurance Corpora 


extending partly into the hairline. The tion, Ltd., cited at footnote 12 (approval 
area is dried and test solution applied of FDA and AMA presents inference of 
The test area is to be left uncovered and safety) 

undisturbed for 24 hours. The user is then “ Barsch, work cited at footnote 4, at p 
to examine the area within the next 24 376; Strichartz, work cited at footnote 
hours: if the result is negative, the dye at p. 423 


is to be applied immediately 
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a warning can be devised which conveys the message of danger to the 
allergic.*® By requiring all products of a certain class to be labeled 
with a similar warning it would partially negate arguments of unfair 
competitive advantages. But this effect could be assured only through 


legislation similar to the coal-tar dye legislation 


There have been presented a number of carefully reasoned solu 
tions to the problem of the allergic consumer.*’ However, this problem 
seems basically to be the conflict between “settled” law established in 
a less-enlightened time and new concepts of science and new knowl 
edge of advanced technology. Thus, economic rights built upon the 
old law are threatened by newly discovered social interests." It seems 


certain, in one way or another, that the social interests will prevail 


It is submitted that the well-established tort concept of foresee 
ibility is the only practical solution to the problems of liability for 
allergic injury Since the fact of knowledge of the danger is the 
pivotal point of the doctrine, its application has the needed flexibility 
to incorporate new knowledge. While the court in the allergy case 
should receive evidence of knowledge of probable harm to a certain 
class of people, it should weigh such evidence with proofs of adequate 
warnings or other precautions which show due care under the circum 
stances. In this way all the facts will determine the result of the suit 


rather than the single fact and defense that the plaintiff was allergic 


[The End] 


INDUSTRY VOLUNTARY ACTIONS PROMOTE 
PROTECTION OF CONSUMER 


Food manufacturers and warehousemen spent a total of $325,269 
luring the period from October, 1959, through June, 1960, in 14 plan 
mprovements made voluntarily to assure production of clean, whole 
some products lwo voluntary plant improvements costing a total ot 
$3,120 were reported during July, 1960. Through 88 additional voluntary 
destruction or diversion actions (42 in delayed reports and 46 durin 
July), food firms prevented near'y 231 tons of unfit food products from 
reaching consumers 

During the October-through-lune period, two Pennsy!vania drug 
manufacturers constructed their own analytical laboratories for quality 
ontrol at costs of $40,000 and $15,000 Che firms had previously relied 

the services t at independent drug testing laboratory, which was 
onvicted on charges of providing false reports of analytical work never 


performed 
* 21 USC Sec. 361 (1952) “See Dillard and Hart, work cited at 
‘7 See Cady, work cited at footnote 4, at footnote 38, at p. 179 

p. 704, for a list of suggested solutions 

made in the course of time 
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HE PRIMARY PURPOSE of the Federal Hazardous Substances 
Labeling Act is to protect the public health by establishing uni 
form standards for the labeling of hazardous substances which are 
used in and about the household. The purposes of the labeling re 
quirements are to warn the user of any hazard in the customary use 
of the product, to prescribe precautionary measures, and to give first 


aid and other information of value in case an accident does occu 


Summary of Act 


The act defines “hazardous substances,” and it provides for 
spection of factories, warehouses and establishments in which such 
substances are manufactured or held, and of vehicles used to trans 
port them. It also provides for inspection of records of interstate 


shipments. 


A hazardous substance in a container intended or suitable for 
household use is “misbranded” if it fails to bear a label which states 


kace 


Kages ol 


conspicuously the required information. Misbranded pa 


hazardous substances may be seized and condemned 


Introduction of misbranded packages into interstate commerce is 
prohibited. Receipt in interstate commerce and delivery—or proffered 
delivery—are also prohibited, as are failure to permit inspection and 
numerous other acts in connection with hazardous substances. Vio 
lators are subject to fines up to $3 000, imprisonment for not more 
than one year, or both. A guarantee from a supplier that a package 


is not misbranded affords some protection from penalties, and penal 
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es Labeling Act 


Safety Labels for Many Substances in Common Household Use Are Required Un- 
der the New Federal Hazardous Substances Labeling Act of 1960, Enacted July 
12. This Discussion Includes Analysis of (1) the Act's Coverage—Substances 
and Products—and (2) the Nature of Its Labeling and Inspection Requirements 





ties may be avoided by a receiver in good faith who cooperates with 
officials. 
Violations of the act may be enjoined. 


Imports are subject to the act. Exports, on the other hand, are 


excluded under specified circumstances and to a limited extent. 


The Secretary of Health, Education, and Welfare is the chief 
administrative official. He will be referred to throughout this dis 
cussion as “the Secretary.” The Secretary of the Treasury, however, 
has joint authority with respect to imports 

The law became effective upon enactment, but no penalties o1 
ondemnations are to be enforced for violations prior to February 
1, 1961. Enforcement of penalties and condemnations may be further 

stponed by the Secretary of Health, Education, and Welfare, but 
not beyond January 31, 1962 

The Federal Caustic Poison Act is repealed except insofar as it 
1S applicable to food, drugs or cosmetics 

It is the purpose of this paper to deal, in some detail, with the 
factors determining whether or not a substance is a hazardous sub 
stance subject to inspection and subject to labeling requirements 
Also to be discussed are the labeling requirements themselves, and 


the extent to which inspections are authorized 


“Hazardous Substance" Defined 
Any substance which falls within any one of the following classifi 


cations may be a hazardous substance within the definition of the 


529 
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act: (1) a toxic substance, (2) a corrosive substance, (3) an irritant, 
(4) a strong sensitizer, (5) a flammable substance, (6) a pressure 
generating substance, (7) a substance which the Secretary of Health, 
Education, and Welfare declares to be a hazardous substance or (8) a 


radioactive substance. 


Substances which fall within the first six groups are hazardous 
substances if—and only if—they may cause substantial personal in 
jury or substantial illness during, or as a proximate result of, any 
customary or reasonably foreseeable handling or use, including rea 
sonably foreseeable ingestion by children. Substances in the fourth 
seventh and eighth groups are subject to the act only if specific find 


ings are made by the Secretary. 


The factors which determine whether a substance falls within 
one of these eight groups and, if it does, whether it is a hazardous 


substance are discussed here, group by group 


Corrosive Substance.—A corrosive substance is one which in 
contact with living tissue will cause destruction of tissue by chemi 
cal action. Its action on inanimate surfaces is immaterial It is a 
hazardous substance if it may cause substantial personal injury o1 
substantial illness during, or as a proximate result of, any customary 


or reasonably foreseeable handling or use 


Flammable Substance.—-A substance (other than a solid or the 
contents of a self-pressurized container) is flammable if it has a flash 
point at or below “eighty degrees Fahrenheit, as determined by the 
Tagliabue Open Cup Tester.” For solids and for the contents of self 
pressurized containers the Secretary is to define the term “flammable” 
and to prescribe methods for determining flammability. A flammable 
substance is a hazardous substance if it may cause substantial pet 
sonal injury or substantial illness during, or as a proximate result 


of, any customary or reasonably foreseeable handling or use 


Irritant.—An irritant is a substance, other than a corrosive, which 
on immediate, prolonged or repeated contact with normal living tissue 
will induce a local inflammatory reaction. It is a hazardous substance 
if it may cause substantial personal injury or substantial illness dur 
ing, or as a proximate result of, any customary or reasonably fore 
seeable handling or use. 

Pressure-generating Substance.—This group includes any sub 
stance which “generates pressure through decomposition, heat, or 





HAZARDOUS SUBSTANCES LABELING ACT PAGE 531 


other means.” The term is not further defined in the act. The Senate 
committee stated that “its essential meaning is clear” and the House 
committee called this a “self-explanatory phrase.” A substance which 
generates pressure is a hazardous substance if it may cause substantial 
personal injury or substantial illness during, or as a proximate result 
of, any customary or reasonably foreseeable handling or use. 


Radioactive Substance.—A radioactive substance is a substance 
which emits ionizing radiation. 

It is a hazardous one if—and only if—the Secretary determines 
by regulation that such substance as used in a particular class of article 
or as packaged is sufficiently hazardous to require labeling in accord 
ance with this Act in order to protect the public health. A radioactive 
substance is not a hazardous substance unless it is so designated by 


the Secretary. 


Strong Sensitizer.—A strong sensitizer will cause on normal 
living tissue, through an allergic or photodynamic process, a hyper 
sensitivity which becomes evident on reapplication of the same sub 
stance, and which is designated as such by the Secretary. A substance 


is not a strong sensitizer unless it is so designated by the Secretary. 


Before designating a substance a strong sensitizer, the Secretary 
is to consider the frequency of occurrence and severity of the reaction. 
Only a substance which has a significant potential for causing hyper 
sensitivity is to be designated a strong sensitizer. A strong sensitizer 
s a hazardous substance if it may cause substantial personal injury 
or substantial illness during, or as a proximate result of, any custom 


ary or reasonably foreseeable handling or use 


Substance Declared by Secretary to Be Hazardous.—In order to 
avoid or resolve uncertainty as to the application of the act, the 
Secretary may, by regulation, declare a substance to be a hazardous 
one, upon his finding that the substance comes within the definition 
of Section 2(f)(1)(A)—in other words, a finding that the substance 
comes within one of the six groups discussed above. The failure of 
the Secretary to declare a particular substance to be a hazardous 
substance will not have the effect of excluding from the definition of 


“hazardous substance” any substance otherwise within it. 


Toxic Substance.—A toxic substance is one—other than a radio 
active substance—which has the capacity to produce personal injury 


or illness to man through ingestion, inhalation or absorption through 
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any body surface. It is a hazardous substance if it may cause sub 
stantial personal injury or substantial illness during, or as a proximat: 


result of, any customary or reasonably foreseeable handling or use 


Household Products Which May Contain 
Hazardous Substances 
Cleaning agents, detergents, dry-cleaning preparations, furniture 
polish and waxes, laundry bleaches, lighter fluids, paint, paint thin 
ners and removers, pot cleaners, and silver polishes are referred to in 
the committee reports as types of products which may be hazardous 
carbon 


Some dry-cleaning preparations, for example, contain 
tetrachloride, which can cause serious liver injury, or even death, if 
the preparations are used without adequate ventilation. Some silver 
polishes contain cyanide, which is a deadly poison. Several childrer 


have died as a result of swallowing such polishes 


Exempt Substances 


Atomic Materials.—Source materials, special nuclear materials 


and by-product materials as defined in the Atomic Energy Act and 


regulations of the Atomic Energy Commission are excluded from thi 
1; 


term “hazardous substance.” See the separate discussion of “R 


active Substances,’ which may be hazardous substances 


Economic Poisons.—Economic poisons subject to the Federal 
Insecticide, Fungicide, and Rodenticide Act are excluded from the 


term “hazardous substance.” 


Exports.—A person is not subject to penalties for delivering 


rr receiving from, interstate commerce a hazardous substance whicl 


is shipped or delivered for shipment for export to a foreign country 
provided that the package is marked for export on the outside of the 
shipping container and labeled in accordance with the specifications 
of the foreign purchaser and in accordance with the laws of the for 
eign country. However, if such hazardous substance is sold or offered 
for sale in domestic commerce, this exemption does not apply 

\ package for export, labeled as described, is also exempt from 
seizure. 

Foods, Drugs and Cosmetics.—Foods, drugs and cosmetics sub 
ject to the Federal Food, Drug, and Cosmetic Act are excluded from 


the term “hazardous substance.” 
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The Federal Caustic Poison Act remains in full force and effect 
with respect to dangerous caustic or corrosive substances subject to 
the Federal Food, Drug, and Cosmetic Act. Such products must con- 
tinue to carry the cautionary labeling required by the Federal Caustic 
Poison Act. 


Fuels for Heating, Cooking or Refrigeration.—Substances in- 
tended for use as fuels in the heating, cooking or refrigeration Sys 
tem of a house are excluded from the term “hazardous substance.” 

They are excluded because the user is completely aware of the 
nature of the product, the House report stated, Furthermore, regu 
lations of the Interstate Commerce Commission, pursuant to 18 usc 
835, prescribe specifications for containers and labeling of flammable 


liquids and gases used as fuels 


Substances Exempted by Secretary—Small Packages, Minor 
Hazards, etc.—Small packages and substances involving minor haz 
ards may be exempted by the Secretary from full compliance with 
the labeling requirements otherwise applicable if he finds that full 
compliance is impracticable or is not necessary for the adequate pro 
tection of the public health and safety. Substances may be exempted 
by the Secretary “for other good and sufficient reasons.” The extent 
of an exemption may be determined by the Secretary consistent with 


adequate protection of the public health and safety. 


Substances Covered by Other Acts.—-Containers of hazardous 
substances may be exempted from the requirements of the act by 
the Secretary if he finds that adequate requirements satisfying the 
purposes of this 1960 act have been established by, or pursuant to, 


any other federal act 


Comparison with Substances Covered by Federal 
Caustic Poison Act 

The Federal Caustic Poison Act of 1927, which the 1960 act 
supersedes (except as to food, drugs and cosmetics), applied to only 
12 “dangerous caustic or corrosive substances” 

(1) Hydrochloric acid and any preparation containing free or 
chemically unneutralized hydrochloric acid (HCl) in a concentration 
of 10 per cent or more; 

(2) Sulfuric acid and any preparation containing free or chemi 
cally unneutralized sulfuric acid (H,SO,) in a concentration of 10 


per cent or more; 
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(3) Nitric acid or any preparation containing free or chemically 
unneutralized nitric acid (HNQO,) in a concentration of 5 per cent o1 
more ; 


(4) Carbolic acid (C,H,OH), otherwise known as “phenol,” and 
any preparation containing carbolic acid in a concentration of 5 pet 
cent or more; 

(5) Oxalic acid and any preparation containing free or chem 
cally unneutralized oxalic acid (H,C,O,) in a concentration of 10 per 
cent or more; 

(6) Any salt of oxalic acid and any preparation containing any 
such salt in a concentration of 10 per cent or more: 

(7) Acetic acid or any preparation containing free or chemically 
unneutralized acetic acid (HC,H,O,) in a concentration of 20 per cent 
or more, 

(8) Hypochlorous acid, either free or combined, and any prepa 
ration containing the same in a concentration so as to yield 10 per 
cent or more by weight of available chlorine, excluding calx chlor 
nata, bleaching powder, and chloride of lime; 

(9) Potassium hydroxide and any preparation containing free o1 
chemically unneutralized potassium hydroxide (KOH), including causti 
f 10 per cent or more 


potash and Vienna paste, in a concentration « 


(10) Sodium hydroxide and any preparation containing free 
chemically unneutralized sodium hydroxide (NaOH), including caus 


tic soda and lye, in a concentration of 10 per cent or more 


(11) Silver nitrate, sometimes known as “lunar caustic,” and an) 
preparation containing silver nitrate (AgNQO,) in a concentration 


5 per cent or more; and 
12 \ : rr and ; leche et . iain . 
(IZ) mmonia water and any preparation containing tree © 
chemically uncombined ammonia (NH,), including ammonium hy 


droxide and “hartshorn,” in a concentration of 5 per cent or more 


\ll substances covered by the Federal Caustic Poison Act are to 
be considered hazardous substances within the meaning of the 1960 
act (except substances specifically excluded from the 1960 act, such 
as food, drugs and cosmetics), according to the House committee 
report. In addition, the 1960 act is worded so as to apply to new 
useful but hazardous substances for household use which have bee: 


developed since 1927 and which may be developed in the future 





> 
un 
; 
w 
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HAZARDOUS SUBSTANCES LABELING A‘ 


Label Statements Required 

\ hazardous substance in a container intended or suitable for 
household use is misbranded if it fails to bear a label which states 
conspicuously the following: name and place of business; name of 
hazardous substance ; “DANGER” on substances which are extremely 
flammable, corrosive, or highly toxic; “WARNING” or “CAUTION” 
mn other hazardous substances; hazard statement; precautionary 
measures, unless exempted by the Secretary; first-aid instructions 
when necessary or appropriate; “Poison” on highly toxic hazardous 
substances; handling and storage instructions on packages which 
require special care in handling or storage; “keep out of the reach 
of children,” or its practical equivalent; and any additional label 
requirements established by the Secretary. Each of these require 


ments is discussed separately 


“Danger.”-——The signal word “DANGER” must appear on the 
label of substances which are corrosive, extremely flammable, or 
highly toxic 

[It should be noted that the word “DANGER” appears in capital 
letters in the act. This should be interpreted as a requirement that 


the word appear in capital letters on the label. 


\ substance is corrosive if, in contact with living tissue, it will 
ause destruction of tissue by chemical action. Its action on inanimate 


surfaces is immaterial 


\ substance (other than a solid or the contents of a self-pressur 
ized container) is extremely flammable if it has a flash point at or 
below 20 degrees Fahrenheit as determined by the Tagliabue Open 
Cup Tester. For solids, and for the contents of self-pressurized con 
tainers, the Secretary is to define the term “extremely flammable” 
and to describe methods for determining whether a substance is 
extremely flammable 

\ substance is highly toxic if its effect on laboratory rats or rab 
bits is that of any one of the categories described in detail in Section 
2(h)(1) of the act. If the Secretary finds that data on human experi 
ence with any substance indicate results different from those obtained 
on animals, the human data will take precedence in determining 
whether or not a substance is highly toxic. Note that both “DAN 
GER” and “poison” must appear on the label of a highly toxic sub 


stance 
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First-Aid Instructions.—Instructions for first-aid treatment must 
appear on the label “when necessary or appropriate.” 


Handling and Storage Instructions.—Instructions for handling 
and storage must appear on labels of packages which require special 


care in handling or storage. 
Hazard Statement.—<An affirmative statement of the principal 


hazard or hazards, such as “Flammable,” “Vapor Harmful,” “Causes 


Burns,” “Absorbed Through Skin,” or similar wording descriptive of 


the hazard must appear on the label 

“Keep Out of Reach of Children.”—-The statement, “Keep out of 
the reach of children,” or its practical equivalent, must appear on 
the label. 


Label Statements Required by Secretary.—Additional label re 


quirements, or reasonable variations from the label requirements of 
f Health, Education, and Welfare finds 


may be 


the act, which the Secretary « 
necessary for the protection of the public health and safety, 
established by the Secretary if he finds that the requirements of the 
act are not adequate in view of the special hazard presented by any 


particular hazardous substance. These additional requirements 


variations will be issued in the form of regulations 


Name and Place of Business.—The name and place of busin 
must appear on 


of the manufacturer, packer, distributor or seller 
the label. 


Name of Hazardous Substance.—The common or usual name of 
r of each component which contributes 


the hazardous substance « 
substantially to its hazard must appear on the label 
usual name, the chemical name should be given 


If the substance 
has no common or 
However, the Secretary may, by regulation, permit or require the us¢ 
of a recognized generic name instead of the common or usual or the 
chemical name 

“Poison.”—The word “poison” must appear on the label of 
“highly toxic’ hazardous substance. The phrase “highly toxi is 


defined in Section 2(h)(1) of the act and is discussed above. under 


the heading “Danger.” 

Note that both “poison” and “DANGER” must appear on the 
label of a highly toxic hazardous substance. Note also that the act 
does not require the word “poison” to appear in capital letters, although 
it does require the word “DANGER” to appear in capital letters 
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Precautionary Measures.—|’recautionary measures describing the 
iction to be followed or avoided must appear on the label except when 


modified by regulation of the Secretary. 


“Warning” or “Caution.”—-The signal word “WARNING” or 
“CAUTION” must appear on labels of all hazardous substances other 
han those which are extremely flammable, corrosive, or highly toxik 
In other words, the word “WARNING” or “CAUTION” must appear 

labels of flammable substances which, however, are not “extremely 


lammable’; irritants; pressure-generating substances; radioactive 


substances which the Secretary determines are sufficiently hazardous 


to require labeling; strong sensitizers, designated as such by the 
‘ etary ind toxic substances which, however, are not “highly 


Note that the words “WARNING” and “CAUTION” appear in 
e act This should be u terprete las a requirement 


( ra ip] r in capital letters on the label. 


Prominence, Language and Type for Required 
Label Statements 


The 1 lired statements must be located prominently on the 
They must be in the English language. They must be in cor 
egible typ contrast by typography, layout or color 
tmatter | ( 
el must st he required information “conspicuously 
requires the label to be conspicuous in size and conspicuous 
sit 
Containers Which Are Required to Bear Label 

The term “label” is defined as meaning a display of writtet 

d or graphic matter upon the immediate container of a sub 
stance Che application of the label r quirements of the act to con 
ners for household us mmediate containers, outside containers 
nd literature accompanving hazardous substances is discussed below 


Containers for Household Use.——*‘A container intended or suitable 
r housel 1 use’ is the only type of container which must bear a 


vel s g the information required by the act 


Immediate Container... The immediate container of a hazardous 


must bea» ; abel Even if there s an outside container o1 
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wrapper which bears the required label statements, such statements 
must also appear on the immediate container 

Package Liner Excluded.—Package liners are not required to beat 
a label, as the term “immediate container” does not include packag« 
liners. 

Outside Container or Wrapper.—If there is an outside container 
or wrapper, the statements which are required to appear on the label 
must appear on such outside wrapper or container, as well as on the 
immediate container, unless the statement is easily legible through 


the outside container or wrapper 


Literature Which Must Carry Required Statements 
“All accompanying literature” must carry statements required by 
the act “where there are directions for use, written or otherwise 
The word “accompanying” in a similar phrase in the Federal Food 


Drug, and Cosmetic Act has been construed very broadly. 


Guarantee That Package Is Not Misbranded 

\ guarantee that a package is not misbranded is of some prote« 
tion to the person who receives such a guarantee from the person fron 
whom he receives the hazardous substance. The person who gives 
the guarantee must be a resident of the United States, and the guar 
antee must be signed by him and contain his name and address. The 
person receiving the guarantee and hazardous substance must be act 
ing in good faith when he receives them rather than protecting himself 
from liability for packages which he knows, or has reason to know 
are misbranded. 

It is to be noted that the act exempts the holder of a guarantee 
from penalties for introducing a misbranded package into interstate 
commerce or for delivering it for introduction into interstate com 
merce. However, it does not exempt the holder of a guarantee fron 
penalties for engaging in other prohibited acts 

Furthermore, under a similar provision of the Federal Food 
Drug, and Cosmetic Act, it has been held that a guarantee does not 
protect a person who processes the substance or repacks it. A guar 
antee would, said the court, protect a person who, in introducing th« 
product into interstate commerce, acts merely as a conduit through 
which the merchandise passes (U. S. v. Crown Rubber Sundries Com 
pany et al., 67 F. Supp. 92 (DC Ohio)). 
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Under the similar-guarantee provision of the Federal Food, Drug, 
and Cosmetic Act, the Secretary’s regulations have recognized two 
types of guarantee as acceptable. A guarantee may be limited to a 
specific shipment, in which case it may be a part of or attached to the 
invoice or bill of sale covering the shipment or it may be general 
and continuing, in which case, in its application to any shipment, it is 
considered to have been given at the date the preparation was shipped 
by the person who gives the guarantee (21 CFR Section 1.5). It 
seems probable that either type of guarantee would be acceptable as 


to hazardous substances 


Inspections 


Examinations, inspections and investigations may be conducted 
by the Secretary through officers and employees of the United States 
Department of Health, Education, and Welfare or through any health 


officer or employee of a state, territory or political subdivision. 


When and Where Authorized.— Any factory, warehouse or estab 
lishment in which hazardous substances are manufactured, processed, 
packed or held for introduction into interstate commerce or are held 
iter such introduction is subject to inspection. Also, any vehicle 


being used to transport or hold hazardous substances in interstate 


commerce 18 subject to inspe tion 


\n inspection officer or employee must present his credentials and 
a written notice to the owner, operator or agent in charge of the 
establishment or vehicle to be inspected. The owner, operator or 
agent in charge is then obligated to permit the inspector to enter the 
establishment or vehicle at reasonable times. It is unlawful to refuse 


to permit entry and INSpe tion 


Equipment, Materials and Labeling Subject to Inspection. 
Inspection of all pertinent equipment, of both finished and unfinished 


materials, and of labeling is authorized. 


Samples.—-The inspector may obtain samples of finished or un 
finished materials or packages or labeling. If he obtains any sample, 
he is required to give to the owner, operator or agent in charge a 


receipt describing the samples taken 


If, subsequently, an analysis is made of the sample, a copy of the 


results of the analysis must be furnished to the owner, operator or 


agent in charge 
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Records of Carriers and Persons Receiving Hazardous Substances. 
Carriers engaged in interstate commerce, persons who have received 
hazardous substances in interstate commerce, and persons who hold 
hazardous substances which have been in interstate commerce must 
permit access to, and copying of, all records showing the movement 
of hazardous substances in interstate commerce, or their holding dur 
ing or after movement, and the quantity of hazardous substances, the 


shipper, and the consignee 


Failure to permit access to, and copying of, such records is wu 
lawful when the request for access and copying is accompanied by 
written statement specifying the nature or kind of hazardous sub 
stance to which the request relates. Evidence so obtained cannot be 


used in a criminal prosecution of the person from whom obtained 


Carriers are not subject to other provisions of the act 
] 


Legislative History of Act 
Senate Bill 1283, which eventually was enacted as the Hazardous 
Substances Labeling Act, was introduced in the Senate by Senators 
Warren G. Magnuson of Washington and Prescott Bush of Connect 
cut on March 5, 1959. 


\ hearing on S. 1283 was held before a subcommittee of the Com 
mittee on Interstate and Foreign Commerce of the United States 
Senate on August 13, 1959. A copy of the testimony at the hearing 
was printed by the Government Printing Office for the use of the 
committee. 

The Senate Committee on Interstate and Foreign Commerce: 
March 10, 1960, reported favorably on S. 1283, with an amendment 


and recommended that the I 


ill as amended be passed. The amendment 


struck all after the enacting clause and rewrote the bill, 


incorporating 
changes suggested by industry and government witnesses at the 
hearings. However, the committee did not adopt a recommendatio1 
by the Department of Health, Education, and Welfare that a Title I] 
amending the Food, Drug, and Cosmetic Act, be added to the 
The committee believed that this proposal should be the subject of 
separate legislation. The Senate committee report was S. Rept. 1158 
Kighty-sixth Congress 
The Senate, on March 28, 1960, passed S. 1283 in the form 

which it was reported by the Senate Committee on Interstate and 


Foreign Commerce 


) 
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The House of Representatives Committee on Interstate and 
Foreign Commerce on June 14, 1960, reported favorably on S. 1283 
with amendments, and recommended that the bill as amended be 
passed. (Hearings had been held by the House Subcommittee on 
Health and Safety on March 14, 1960, on a companion bill, H. R. 5260 


which had been introduced by Representative Kenneth A. Roberts of 


\labama on March 4, 1959.) 


In addition to five clarifying amendments, there were five sub 


g 
tantive amendments which became part of the law as enacted 
The House, on June 24, 1960, passed S. 1283 in the form in which 


it was reported by the House Committee on Interstate and Foreign 


Commerce, with one amendment from the floor 

The Senate concurred in the House amendments on June 28, 1960 
Che bill was enacted into law by the signature of the President 
mn July 12, 1960 [The End] 
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The Scientists’ Forum 





By BERNARD L. OSER 


President and Director, Food and Drug Research Laboratories, Inc. 


HIS DEPARTMENT in the May issue of Foop Druc Cosmet 

Law JOURNAL contained a composite food-additive “white list 
of substances considered (or proposed) by the Food and Drug Admin 
istration to be generally recognized as safe under conditions of use 
and hence not subject to the statutory requirement for food-additive 
regulations. 

Since then the following additions to this list have been issued 


by the Food and Drug Administration 


Substances 


SPICES AND OTHER NATURAL SEASONINGS AND FLAVORINGS (LEAVES, ROOTS, 
BARKS, BERRIES, ETC.) 


Alfalfa herb and seed Chervil 

Ambrette seed Clover 

Angelica Elder flowers 
Angelica root Galanga (galangal) 
Angelica seed Geranium 


Angostura (cusparia bark) Hoarhound 

Balm (lemon balm) Hyssop 

Chamomile (cammomile), English or Ro- Linden flowers 
man Sage, Greek 

Chamomile (camomile), German or Hun- Thyme, wild or creeping 
garian 


ESSENTIAL OILS, OLEORESINS (SOLVENT-FREE), AND NATURAL EXTRACTIVES 
(INCLUDING DISTILLATES) 

Curacao orange peel (orange, bitter, peel) 

Dandelion 

Dandelion root 

Dog grass (quackgrass, triticum) 

Elder flowers 

Estragon (tarragon) 


Alfalfa 

Ambergris 

Ambrette (seed) 

Balm (lemon balm) 
Bergamot (bergamot orange) 


Cacao 
Carrot Galanga (galangal) 
Castoreum Geranium 
Chervil Glycyrrhizin, ammoniated 
Chicory Hickory bark 
Clover Horsemint 
Corn silk Hyssop 
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Substances 


Immortelle Rose flowers 

Laurel berries Rose fruit (hips) 

Lemon balm (see balm) Rose leaves 

Lemon peel Sage, Greek 

Linden flowers Savory, summer 
Lupulin Savory, winter 

Malt (extract) Sloe berries (blackthorn berries) 
Melissa (see balm) Tamarind 

Menthol Tannic acid 

Menthy!l acetate Thyme, wild or creeping 
Molasses (extract) Triticum (see dog grass) 
Orange, sweet, flowers Violet flowers 

Orange, sweet, peel Violet leaves 


tose buds 


NATURAL SUBSTANCES USED IN CONJUNCTION WITH SPICES AND OTHER 
NATURAL SEASONINGS AND FLAVORINGS 

Algae, brown (kelp) 

Algae, red 

Dulse 


NATURAL EXTRACTIVES (SOLVENT-FREE) USED IN CONJUNCTION WITH 
SPICES, SEASONINGS, AND FLAVORINGS 


Algae, brown Peach kernel (persic oil) 

Algae, red Peanut stearine 

Apricot kernel (persic oil) Persic oil (see apricot kernel and peach 
Dulse kernel) 

Kelp (see algae, brown) Quince seed 


CHEMICALS AND SUBSTANCES USED IN MANUFACTURE OF COTTON AND COT- 
TON FABRICS FOR DRY FOOD PACKAGING 


Acacia (gum arabic) Sodium bicarbonate 

Acetic acid Sodium carbonate 

Beef tallow Sodium chloride 

Calcium chloride Sodium hydroxide 
Carboxymethylicellulose Sodium sulfate 

Coconut oil, refined Sodium silicate 

Corn dextrine Sodium tripolyphosphate 
Cornstarch Sorbose 

Fish oil (hydrogenated) Soybean oil (hydrogenated) 
Gelatin Stearic acid 

Guar gum Tale 

Hydrogen peroxide Tall oil 

Japan wax Tallow (hydrogenated) 
Lard Tallow flakes 

Lard oil Tapioca starch 

Lecithin (vegetable) Tartaric acid 

Locust bean gum (carob bean gum) Tetra sodium pyrophosphate 
Oleic acid Urea 

Peanut oil Wheat starch 

Potato starch Zine chloride 


Sodium acetate 


TRACE MINERALS ADDED TO ANIMAL FEEDS 


Cobalt * Cobalt sulfate 

Cobalt acetate Copper * 

Cobalt carbonate Copper carbonate 

Cobalt chloride Copper chloride 

Cobalt oxide 

Exceptions to general recognition of Copper added to the rations of sheep in 

safety excess of 0.0010 per cent of the total daily 

Cobalt added to the rations of non feed intake of the animal 


ruminant species in excess of 0.0001 per 
cent of the total daily feed intake of the 
animal 
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Substances Wherever things happen of importa 
. ; Tre 7 ‘Ss 7¢ ~ 
TRACE MINERALS ADDED TO ANIMAL FEEDS (Continued) find CCH there with handy desk help 
Sac of se wks was written by an 
Copper (Continued) Ferric pyrophosphate Each of these books wa i y: 
Copper gluconate Ferrous carbonate and published by Commerce Clearing Ho 
Copper hydroxide Ferrous giuconate ae 2 , 4] 
Copper oxide Ferrous sulfate tute. | hey serve as a chronicle of the di 
Copper sulfate Reduced iron ] 
Settee jl senna na the associated drug and cosmetic laws 
Calcium iodate Manganese acetate evervone concerned 
Calcium iodobehenate Manganese carbonate ’ 
Cuprous iodide Manganese chloride 
Diiodosalicylic acid Manganese dioxide 
Ethylene diamine dihydriodide Manganese gluconate Some BOOKS IN THE FOOD LA 
Potassium iodate Manganese oxide 
Potassium iodide Manganese sulfate S a 
7 
Sodium iodide Manganese phosphate (dibasic) General State Food and 
Thymol iodide Zine Vernon and Franklin M 
Iron Zine acetate : r 17.50 a cop 
Ferric ammonium citrate Zine carbonate Price: $17. PY 
Ferric chloride Zine chloride : ; 
Ferric oxide ’ Zine oxide ® Constitutional Questions 
Ferric phosphate Zine sulfate W. Christopher. Topica 


covers. Price: $3.50 a 
NUTRIENTS 
@ Federal Food, Drug, an 


Alanine (a-aminopropionic acid), L- and Magnesium sulfate : : 
istrative Record, by Vir 


DL-forms Magnesium oxide 
Arginine (l-amino-4-guanidovaleric acid) Manganese citrate Dunn. All these public: 

L- and DL-forms free and hydrochloride Manganese hypophosphite 

forms Manganese chloride 1953-1957, 1,444 pi 
1-Aspartic acid (l-amino-succinic acid) L- Manganese gluconate 

and DL-forms Manganese sulfate 1951-1952, 588 pag 
Biotin Manganese glycerophosphate 1949-1950, 543 pag 
Calcium citrate Manganese oxide m 9 ,ag 
Calcium pyrophosphate Phenylalanine, L- and DL-forms 1938-1949, 922 pag 
Calcium glycerophosphate Potassium glycerophosphate ‘ , . 
Choline chloride Proline (2-pyrrolidine carboxylic acid), L © Legislative Record of 
Chlorophyll (extracted from plants without and DL-forms Federal Food, Drug, a 

change in chemical structure) Serine (S-hydroxyalanine) L- and DL ” ” , 
Cystine, L- and DL-forms forms pages, an x 9," heavy P 
L-Cysteine Threonine, L- and DL-forms . 
Ferrous gluconate, ferrous lactaté L-Tryptophane (l-a-amino-3-indoleprop e Product Liability Case: 
Histidine, L- and DL-forms, free and onic acid), free and hydrochloride forms Wesley Dunn. Table o 

hydrochloride forms Tyrosine, L- and DL-forms 
Isoleucine (a-amino-B-methylvaleric acid) Valine (a-aminoisovaleric acid), L- and copy. 

L- and DL-forms DL-forms 
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